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LETTEROF APPOINTMENT OF CHAIR (FORM 1A)

Date

Dr.
(Title/Affiliation)

DearDr. ,

We are pleasedto appoint you as Chair of the Chinese General Hospital and Medical Center Research
Ethics Review Board (CGHMC RERB).The appointment is in accordance with the CGHMC RERB
Standard Operating Procedures. As Chair of the RERB,yourspecific responsibilities include:

- Finalize and approve the agenda and preside in all RERBmeetings.

- Conducta preliminary review of all protocols and decide on the nature of review —expedite,
exemptor full board

- Assignprimary reviewersto initial protocols submitted

- Ensurethat a final decision on all protocols reviewed is made and break a tie whenever a
deadlock in RERBvoting occurs

- Sign the following communications: Notice of Meetings, Notice of Action to Principal
Investigators and Sponsors

- Represent Chinese General Hospital and Medical Center in ethics-related symposia or
meetingsthat require institutional participation

- Ensurethat appropriate decisions/actions are made by the RERBonissuesthat include but
are not limited to research participants complaints, findings of non-compliance during an
FDAaudit, loss of records or study drugs, higher than expected occurrences of adverse
events, unexpected adverse events that are at least possibly related to the study, drug
accountability problems, unanticipated changein Principal Investigator, etc.

- Submit annual reports on the accomplishments of the RERBtoPHREB

- Communicate decisions of the RERBtoresearch proponents

- Ensures that all RERBmembers receive orientation and undergo basic Research Ethics
training immediately after their appointment and continuing education thereafter

- Prepares budget plan for the RERB

Theseare addition to your roles and responsibilities as member:
- Participate in regular RERBmeetings
- Review, discuss,and consider all research proposals submitted to the RERBforevaluation
and approval
- Assessseriousadverseevent reports arising from the trials and recommend appropriate
action/s
- Reviewthe progressreports and monitor ongoing trials asappropriate
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- Checkprogressand final reports of trials

- Maintain confidentiality of the documents and deliberations of RERBmeetings

- Declareany conflict of interest

- Participate in continuing educational activities in researchmethodology and researchethics

If you agreewith the terms of this appointment, pleasesignon the spaceprovided below, date your
signature, and return one copy of this letter to the CGHMCRERBsecretariat. Kindly sign, date, and
submit your latest curriculum vitae and a copy of the Confidentiality and Conflict of Interest
Agreement.

Sincerely yours,

Director, Department of Medical Education and Research
CGHMC

Conforme:

(Print name & sign) Date
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LETTEROF APPOINTMENT OF VICE-CHAIR (FORM 1B)

Date

Dr.
(Title/Affiliation)

DearDr. ,

We are pleased to appoint you as Vice-Chair of the Chinese General Hospital and Medical Center
Research Ethics Review Board (CGHMCRERB).The appointment is in accordance with the CGHMC
RERBStandardOperating Procedures. As Vice-chair of the RERB,yourspecific responsibilities include:

- Beappointed by the Chair and selected based on experience and expertise from among the
current RERBmembers

- Havethe authority to perform all the duties of the Chair when the latter is unavailable or
unableto perform them

- Perform other tasks asdelegated by the Chair

Theseare addition to your roles and responsibilities as member:
- Participate in regular RERBmeetings
- Review, discuss,and consider all research proposals submitted to the RERBforevaluation
and approval
- Assessseriousadverseevent reports arising from the trials and recommend appropriate
action/s
- Reviewthe progressreports and monitor ongoing trials asappropriate

- Checkprogressand final reports of trials

- Maintain confidentiality of the documents and deliberations of RERBmeetings

- Declareany conflict of interest

- Participate in continuing educational activities in researchmethodology and researchethics

If you agreewith the terms of this appointment, pleasesignon the spaceprovided below, date your
signature, and return one copy of this letter to the CGHMCRERBsecretariat. Kindly sign, date, and
submit your latest curriculum vitae and a copy of the Confidentiality and Conflict of Interest
Agreement.
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Sincerely yours,

Chair, Research Ethics Review Board
CGHMC

Director, Department of Medical Education and Research
CGHMC

Conforme:

(Print name & sign) Date
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LETTEROF APPOINTMENT OF SECRETARY(FORM 1C)

Date

Dr.
(Title/Affiliation)

DearDr. ,

We are pleased to appoint you as secretary of the Chinese General Hospital and Medical Center
Research Ethics Review Board (CGHMCRERB).The appointment is in accordance with the CGHMC
RERBStandardOperating Procedures. As secretary of the RERB,yourspecific responsibilities include:

- Reviewminutes of the meeting
- Supervisethe secretariat in the documentation of files
- Accurately record and review all minutes of the meeting of the RERB

Theseare addition to your roles and responsibilities as member:
- Participate in regular RERBmeetings
- Review, discuss,and consider all research proposals submitted to the RERBforevaluation
and approval
- Assessseriousadverseevent reports arising from the trials and recommend appropriate
action/s
- Reviewthe progressreports and monitor ongoing trials asappropriate

- Checkprogressand final reports of trials

- Maintain confidentiality of the documents and deliberations of RERBmeetings

- Declareany conflict of interest

- Participate in continuing educational activities in researchmethodology and researchethics

If you agreewith the terms of this appointment, pleasesignon the spaceprovided below, date your
signature, and return one copy of this letter to the CGHMCRERBsecretariat. Kindly sign, date, and
submit your latest curriculum vitae and a copy of the Confidentiality and Conflict of Interest
Agreement.

Sincerely yours,

Chair, Research Ethics Review Board
CGHMC
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Director, Department of Medical Education and Research

CGHMC

Conforme:

(Print name & sign) Date
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LETTEROF APPOINTMENT OF RERBMEMBER (FORM 1D)

Date

Dr.
(Title/Affiliation)

DearDr. ,

We are pleased to appoint you as member of the Chinese General Hospital and Medical Center
Research Ethics Review Board (CGHMCRERB).The appointment is in accordance with the CGHMC
RERBStandard Operating Procedures.

Asamember, you will have the following roles and responsibilities:

1. Participate in regular RERBmeetings
Review, discuss,and consider all research proposals submitted to the RERBforevaluation and
approval

3. Assessseriousadverseevent reports arising from the trials and recommend appropriate

action/s

Reviewthe progressreports and monitor ongoing trials asappropriate

Checkprogressand final reports of trials

Maintain confidentiality of the documents and deliberations of RERBmeetings

Declareany conflict of interest

Participate in continuing educational activities in researchmethodology and researchethics

© N oA

If you agreewith the terms of this appointment, pleasesignon the spaceprovided below, date your
signature, and return one copy of this letter to the CGHMCRERBsecretariat. Kindly sign, date, and
submit your latest curriculum vitae and a copy of the Confidentiality and Conflict of Interest
Agreement.

Sincerely yours,

Director, Department of Medical Education and Research
CGHMC

Conforme:

(Print name & sign) Date
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APPOINTMENT LETTEROFINDEPENDENT CONSULTANT (FORM 1E)

Date

Dr.
(Title/Affiliation)

DearDr. ,

The Chinese General Hospital and Medical Center Research Ethics Review Board (CGHMCRERB)is
inviting you to be an Independent Consultant, in your capacity as a (EXPERTISE),toprovide expert
review of study protocols which require scientific or medical expertise not represented in the current
composition of the board or those which board hasascertainedto require additional expert review.

Theresponsibilities of an Independent Consultant are asfollows:

1. Review, discuss, and evaluate research proposals assigned and accomplished study assessment
forms

2. Maintain confidentiality of the documents and deliberations of RERBmeetings

3. Declareany conflict of interest

If you agreewith the terms of this appointment, pleasesignon the spaceprovided below, date your
signature, and return one copy of this letter to the CGHMCRERBsecretariat. Kindly sign, date, and
submit your latest curriculum vitae and a copy of the Confidentiality and Conflict of Interest
Agreement.

Sincerely yours,

Director, Department of Medical Education and Research
CGHMC

Conforme:

(Print name & sign) Date
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CONFIDENTIALITY AND

CONFLICT OF INTEREST AGREEMENT (Form 2)

Know all Men by these Presents:

In view of the appointment of (TITLE,NAME, INSTITUTIONALAFFILIATION),asamember of the
ChineseGeneral Hospital and Medical Center Institutional Review Board (RERB),andhereinafter
referred to asthe Undersigned,and

Whereas:

The Undersigned has been asked to assessresearch studies and protocols involving human
subjectsin order to ensure that the sameare conducted in a humane and ethical manner, with
the highest standards of care accordingto the applied national and local laws and regulations,
institutional policies and guidelines;

the appointment of the Undersigned as a member of the CGHMCRERBisbased on individual
merits and not asan advocateor representative of ahome province/ territory/ community nor as
the delegate of any organization or private interest;

the fundamental duty of an RERBmemberisto independently review both scientific and ethical
aspectsof research protocols involving human subjects and make a determination and the best
possible objective recommendations, basedon the merits thereof under review; and

the CGHMCRERBmust meet the highest ethical standards in order to merit the trust and
confidence of the communities in the protection of the rights and well-being of human subjects;

The following terms and conditions covering Confidentiality and Conflictof Interest arising in the
discharge of said appointed RERBmember’sfunctions, are hereby stipulated in this Agreement for
purposes of ensuring the samehigh standards of ethical behavior necessaryfor the RERBtocarry out
its mandate.

Confidentiality

This Agreement thus encompasses any information deemed Confidential, Privileged, or

Proprietary provided to and/or otherwise receivedby the Undersignedin conjunction with and/or in
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the course of the performance of his/her duties asa member/independent consultant of the CGHMC
RERB.

Any written information provided to the Undersignedthat is of a Confidential, Privileged, or
Proprietary in nature shall be identified accordingly. Written Confidential information provided for
review shall not be copied or retained. All Confidential information (andany copiesand notes thereof)
shall remain the sole property of the RERB.

Assuch, the Undersignedagreesto hold in trust and in confidence all Confidential, Privileged or
Proprietary information, including trade secrets and other intellectual property rights (hereinafter
collectively referred to asthe “information”). Moreover, the Undersignedagreesthatthe information
shall be usedonly for contemplated purposes and none other. Neither shall the said information be
disclosedto any third party.

The Undersignedfurther agreesnot to discloseor utilize, directly or indirectly, any information
belongingto a third party, in fulfilling this agreement. Furthermore, the Undersignedconfirms that
her performance of this agreement is consistent with Chinese General Hospital and Medical Center
policies and any contractual obligations owed to third parties.

Conflict of Interest

It is recognizedthat the potential for conflict of interest will always exist; however, there is
concomitant faith in the ability of the RERBtomanagethese conflict issues,if any, in sucha way that the
ultimate outcome of the protection of human subjectsremains.

It is the policy of the RERBthatno member/consultant may participate in the review, comment
or approval of any activity in which he/she has a conflict of interest exceptto provide information as
requested by the RERB.

The Undersignedwill immediately discloseto the Chair of the CGHMCRERBanyactualorpotential
conflict of interest that he/she may havein relation to any particular proposal submitted for review by
the RERB,andto abstain from any participation in discussionsor recommendations in respect of such
proposals.

If an applicant submitting a protocol believes that an RERBmemberhasa potential conflict, the
investigator may request that the member be excludedfrom the review of the protocol.

The request must be in writing and addressedto the Chair. The request must contain evidence
that substantiates the claim that a conflict exist with the RERBmember(s)in question. The RERBmayelect
to investigate the applicant’s claim of the potential conflict.
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When a member/consultant hasa conflict of interest, the member should notify the Chairperson
and may not participate in the RERBreviewor approval exceptto provide information requested by the
Board.

Examplesof conflict of interest casesmayinclude but is not limited to any of the following:
A member/independent consultant isinvolved in a potentially competing researchprogram.
Accessto funding or intellectual information that may provide anunfair competitive advantage.
A member’s/independent consultants’ personal biasesmay interfere with his or her impartial
judgment.

Agreement on Confidentiality and Conflictof Interest

[To the Undersigned:Pleasesignand date this Agreement, if you agreewith the terms and conditions set
forth above. Theoriginal (signedand dated Agreement) will be kept on file in the custody of the CGHMC
RERB.Acopy will be givento you for your records.]

In the course of my activities asamember of the CGHMCRERB, Iwillbe provided with confidential
information and documentation (which we will refer to asthe “Confidential Information”). | agreeto take
reasonable measuresto protect the Confidential Information, subject to applicable legislation, not to
disclose the Confidential Information to any person; not to use the Confidential Information for any
purpose outside the Board’s mandate, and in particular, in a manner which would result in a benefit to
myselfor anythird party; andto return all Confidential Information (including any minutes or notes | have
made aspart of my Boardduties) to the Chairupon termination of my functions asan RERBmember.

Wheneverl haveaconflict of interest, | shallimmediately inform the Chairnot to count me toward
aquorum for voting.

| have read and accepted the aforementioned terms and conditions as explained in this
Agreement.

Title/Name Date

CGHMC RERBChair Date
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CURRICULUMVITAE (FORM 3)

Last name First Name

Residence Address Office Address

Email address Contact No. (Res)

(Ofc)

Highest Educational Mobile No.

Attainment

Research and Ethics

Training/s

WORK EXPERIENCE(Pleaseinclude year)

A. Occupation

B. Previous work
experience

C. Present work

D. Research—related
experience

How do you prefer to be contacted by our Secretariat? (Put a checkmark to all that apply)
Clemail address [lres no. Cloffice no. Clmobile no.

To be filled up by Secretariat:

Position in the IRB—
Inclusive year of 1%
appointment

Position in the RERB
—Inclusive year of 2"
appointment
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TERMS OF REFERENCE(Fom 4A)
(RERBMEMBERS)

Purpose

The Chinese General Hospital and Medical Center (CGHMC)Research Ethics Review Board (RERB)
is an independent body created by the CGHMCCommittee on Researchunder the Department of
Medical Education and Research(DMER)for the purpose of promoting ethical and quality research
amongthe hospital staff and trainees.

Roles and Responsibilities

The main responsibility of the CGHMCRERBIsto safeguard the rights, safety, and well-being of
human participants involved in health-related researchwithin applicable laws and regulations andto
provide public assuranceof that protection. In accordanceto provisions set forth in the national and
international guidelines,it hasthe sole authority to approve, require modifications to, or disapprove
research protocols and related documents as well as ensure compliance of its researchers with all
relevant proceduresafter approval of trials.

Membership

While the RERBremainsunder the authority of the DMER,it hasto maintain its independence
and develop its competence related to decision making as defined in international and national
guidelines.

The CGHMCRERBSshallbe composed of a pool of at least 8 members.

TheRERBmMembershipshallallow for multidisciplinary and multisectoral representation to foster
a comprehensive and efficient review of research activities conducted by the CGHMCstaff and non-
affiliated organizations. Relevant expertise may include medicine and research, social or behavioral
science, law, philosophy, environmental science and public health. The RERBalsoincludes a person
who will represent the interest and concernsof the community, have at least one member who isin
a non-medical/non-scientific area, and one who is non-affiliated to the institution. It shall aim for
gender balance in its membership, with representation from both old and young generation. An
independent consultant may also be invited to provide expert opinion and expertise to protocols
under review, with no voting privilege.

Appointment of Members and Terms of Office

RERBmembersshallnominate qualified candidates for new members to the Chair. The Director
of DMERselectsfrom the list of nominees for RERBmembers and issuesan appointment letter.
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Members are appointed for a maximum period of two (2) yearson the initial appointment. The
appointments maybe renewed by the Appointing Authority for every three (3) years.

Training of Members

It is the responsibility of all the RERBofficers,members and staff to have themselves educated
and trained regularly. Initial researchethics training shall consist of basictraining in researchethics
principles, GCP,and in-house mentoring in RERBstandardoperating procedures (SOP).In addition,
they shouldbe provided with external training opportunities at least once a year from information
on courses/conferencesgathered from various media channelsin coordination with the Secretariat.

Review of Research Proposals

The CGHMCRERBacceptsthe following protocols for review: 1) CGHMCfunded researches, 2)
researches done in CGHMCby medical house staff, 3) research proposals submitted by CGHMC
personnel for thesis defense, 4) industry sponsored researches to be conducted by CGHMC
active/visiting medicalstaff to be conductedoff-site (in the eventthe institution doesnot have ethics
review board in place). In considerationto multi-center trials or studies, each Center/trial site hasto
have an independent or its own RERBapprovalfor the said protocol.

Other than obtaining RERBapproval, researches to be conducted by trainees that entail
retrospective review of charts/medical records (with no actual participant/subject contact in
whatever manner) will need to be approved by the Medical Director prior to implementation. All
clinical study agreement (CSA)ofexternally supported/funded studies/trials should undergo approval
by the LegalDivision of the Hospital. RERBapprovalletter will not be released until CSAis approved
by the office of the legal counsel.

Protocols submitted for RERBreview(eitherfor full board or expedited reviews) should follow the
detailed steps set forth in the SOP.The RERBconductsregular reviews of approved protocols until
end-of-study period. The Secretariat keeps close communication with the principal investigator for
any concernsthat needfurther clarification or actions.

Meetings

Monthly RERBmeeting is held to discuss all concerns related to new protocols and ongoing
studies. Notice of meeting as well asagendaset for the date will be closely coordinated to all by the
Secretariat. For each meeting, an invitation to more than half of the general membership shall
constitute a quorum, which includes community representative/lay member who is independent of
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the institution or researchsite. In any casethat an RERBmemberhasconflict of interest to a particular
protocol, s’/he may giveinsights/inputs during deliberation but shouldinhibit her/himself from voting.

Post Approval Responsibilities

The RERBwill continue to monitor approved projects in terms of compliance with national and
international as well as local ethical approval. The RERBrequires researchers to provide regular
reports (frequency depends upon manner of review — full board or expedited review) and on
completion of the study. It may request for additional information from the researcherson any
relevant aspectsof the project at anytime. It will alsorequire the researchersto report any form of
protocol amendments, seriousadverseevents, protocol violation and deviation, early termination, as
well as participant’s requests or queries as soon as possible. Appropriate mechanism for site
monitoring and random audits are alsoin place.

Amendmentsto the Terms Of Reference

TheBoard may amendthe Terms of Referenceat anytime or from time to time.

| have read and accepted the aforementioned Terms of Reference as explained above.

(Signature above Printed Name)

CGHMC RERBMember
Date:
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TERMS OF REFERENCE(Form 4B)
(INDEPENDENT CONSULTANTS)

Purpose

The Chinese General Hospital and Medical Center (CGHMC)Research Ethics Review Board (RERB)
is an independent body created by the CGHMCCommittee on Researchunder the Department of
Medical Education and Research(DMER)for the purpose of promoting ethical and quality research
amongthe hospital staff and trainees.

Roles and Responsibilities

The main responsibility of the CGHMCRERBIstosafeguard the rights, safety, and well-being of
human participants involved in health-related researchwithin applicable laws and regulations andto
provide public assuranceof that protection. In accordanceto provisions set forth in the national and
international guidelines,it hasthe sole authority to approve, require modifications to, or disapprove
research protocols and related documents aswell as ensure compliance of its researcherswith all
relevant proceduresafter approval of trials.

Membership

While the RERBremainsunder the authority of the DMER,it hasto maintain its independence
and develop its competence related to decision making as defined in international and national
guidelines.

The CGHMCRERBSshallbe composed of members from various disciplines and sectors to foster a
comprehensive and efficient review of research activities conducted by the CGHMCstaff and non-
affiliated organizations. Relevant experts in various fields of science will comprise general
membership, including non-medical/non-scientific/non-affiliated member to the institution. It shall
aim for genderbalancein its membership, with representation from both old and young generation.

An independent consultant is invited to attend the RERBmeeting, present his/her assessment,
and participate in the discussionbut without voting rights. Thereport becomesa permanent part of
the studyfile.

Appointment of Independent Consultantand Terms of Office

The RERBBoardmembers nominate independent consultants based on their specialties to help
review research where the RERBlacksexpertise. The DMERDirector appoints independent
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consultants for initial period of two (2) years, with an option to be reappointed thereafter
dependingon the voluntary approval of the consultant.

Once independent consultant signsthe terms of appointment, the Secretariat will ask
him/her to provide the following: an updated curriculum vitae (Form 3), a signed Terms of
Reference (Form 4B), a signed Confidentiality/Conflict of Interest (Form 2). The Secretariat then
keepscopies of pertinent documents.

Termination of Services

Independent consultant’s servicesmay be terminated by either the consultant or by the
DMERDirector upon recommendation of the Board.

Upon termination of the independent consultant’s services,the Secretariat shall ensure
that all the necessarydocumentsiscompletely filed up with the other administrative documents.

Amendmentsto the Terms Of Reference

TheBoard may amendthe Terms of Referenceat anytime or from time to time.

| have read and accepted the aforementioned Terms of Reference as explained above.

(Signature above Printed Name)
Independent Consultant
CGHVIC RERB

Date:
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TRAINING RECORDOF RERBMEMBER (FORM 5)

Last name First name

BASIC COURSES ORGANIZER VENUE DATE

FUNDING SOURCE

1. GCPTraining

2. Research Ethics

3. RERBStandard
Operating
Procedures (SOP)

CONTINUING ORGANIZER VENUE DATE
ETHICS
EDUCATION:
(incl Research
Ethics
Workshops,
Conferences,
Meetings,
Lectures)

FUNDING SOURCE
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APPLICATION FORM FORPROTOCOLREVIEW (FORM 6A)

CGHVIC RERB
Protocol Number

Sponsor Protocol
No:

Submission Date

Protocol Title:

Principal
Investigator
Contact details: :

Mobile:

Fax:

Email address:
Sponsor:
Pl Conflict of Are you aregular employee of the sponsor?
Interest/ O Yes O No
Declaration Did you do consultancyor part time work for the sponsor?
(Relationshipwith | O Yes 0 No
Sponsor)

In the pastyear, did you receive P250,0000r more from the

sponsor? [0 Yes 0 No

Other ties with the sponsor

By signing the application form, | undertake to addressmy competing interests, uphold
scientific integrity, respectand protect human subjectsduring the conduct of my research

in this institution.

Pl Signature:
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CHECKLISTOF DOCUMENTS SUBMITTED FOR PROTOCOLREVIEW (FORM 6B)

CGH\VIC RERB
PROTOCOL NO:

Sponsor Protocol No.

PROTOCOL
TITLE:

PRINCIPAL
INVESTIGATOR:

Documents submitted: (Please checkall applicable)

Documents

OProtocol

OPatient informationform

Uinformed consentform (Englishand Tagalog Version)

LlAssent Formin Englishand Tagalog (for studies involving minor and relevant
subjectsincompetent to signan ICF

CJOAdvertisement

Uinvestigator’s brochure

CProtocol summary

CIEthical Considerations—description/statement of compliancewith
ethical principle

[COData ProtectionPlan

[(OData Collection Forms/ Casereport forms (CRFs)

[COResearch team list

UICurriculum vitae (CV) (all team members)

Clvalid GCPcertificates (fteam) updated (3 years validity)

CIStudy budget

[IRevised protocol

CORevised consentform

COAmendments

UTechnical Review Approval

Uinsurance certificate (if applicable)

LIFDA approval (if applicable)

[CIOthers (Please specify)
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PROTOCOLSUMMARY SHEET(Form 7)

CGHMC RERB
Protocol No.

Sponsor Protocol No.

Date
Submitted

Title:

Principal
Investigator

Rationale

Objectives

Study Desigr/
Methodology

Inclusion
Criteria

Exclusion
Criteria

Data Analysis
Plan

Study

Outcomes
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REVIEWER'SPROTOCOLEVALUATION FORM (FORM 8)

CGHVIC RERB Sponsor Protocol
Protocol No. No.

Date Submitted

Protocol Title

Principal Contact details:
Investigators:

Department:

Co-investigator(s): Contact details:

Overall/Total No.

Total no. of onsite

No. of Study sites

of Participants participants: (if applicable):
(onsite and off-
site):
Sponsor Contact Persorv
contact details:
Clinical Research Contact Persorvy
Organization contactdetails
Duration of the Status:
Study (mos/years): 0 New Protocol
OO0 Amended Protocol
(Plsstate version number/date)

Reviewers:
Type of the Study | [ Intervention OO0 Epidemiology

[0 Observational study O Genetic

0 Document review O Social Survey

O Individual based O Others, specify
Review Status I Full Board 1 Expedited
Descriptionof the studyin brief: (Mark whatever appliesto the study.)
[0 Randomized O Drug O Useof Genetic materials
01 Double blind [0 Medical device 0 Multicenter study
O Singleblind [ Vaccine [ Global protocol
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C0Open label [ Diagnostics 1 Sponsorinitiated
0 Observational [0 Questionnaire/Survey Ulnvestigator Initiated

A. PROTOCOLDOCUMENTREVIEW(to be filled up by reviewer)

ASSESSMENTPOINTS

YES

NO

NA | REVIEWERCOMMENTS

1. SCIENTIFIC DESIGN

1.1 Objectives
Reviewof viability of expected output

1.2 Literature Review

Reviewof results of previous
animal/human studies showing known
risks and benefits of intervention, including
known adverse drug effects, in caseof drug
trials

1.3 Research Design
Reviewof appropriateness of design in
view of objectives

1.4 Sampling Design
Reviewof appropriateness of sampling
methods and techniques

1.5 Sample Size
Reviewof computation of sample size

1.6 Statistical Plan
Reviewof appropriateness of statistical
methods to be usedand how participant
data will be summarized

1.7 Data AnalysisPlan
Reviewof appropriateness of statistical
and non-statistical methods of data
analysis

1.8 Inclusioncriteria
Reviewof precision of criteria both for
scientific merit and safety concerns;and of
equitable selection

1.9 Exclusioncriteria
Reviewof criteria precision both for
scientific merit and safety concerns;and of
justified exclusion
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1.10 Withdrawal criteria
Reviewof criteria precision both for
scientific merit and safety concerns

2 CONDUCT OF THE STUDY

2.1 Specimenhandling
Review of specimen storage, access,
disposal, and terms of use

2.2 Pl qualifications
Reviewof CVand relevant certifications to
ascertain capability to managestudy
related risks

2.3 Suitability of Site
Reviewof adequacy of qualified staff and
infrastructure

2.4 Duration
Reviewof length/extent of human
participant involvement in the study

3. ETHICALCONSIDERATIONS

3.1 Conflictof Interest
Reviewof management of conflict arising
from financial, familial, or proprietary
considerations of the PI, sponsor, or the
study site

3.2 Privacyand confidentiality
Review of measuresor guarantees to
protect privacy and confidentiality of
participant information asindicated by
data collection methods including data
protection plans

3.3 Informed consent process
Reviewof application of the principle of
respect for persons, who may solicit
consent, how andwhen it will be done;
who may give consent especially in case of
special populations like minors and those
who are not legally competent to give
consent, or indigenous people which
require additional clearances

3.4 Vulnerability
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Reviewof involvement of vulnerable study
populations and impact on informed
consent (see 3.3). Vulnerable groups
include children, the elderly, ethnic and
racial minority groups, the homeless,
prisoners, people with incurable disease,
people who are politically powerless,or
junior members of a hierarchical group

3.5 Recruitment
Reviewof manner of recruitment including
appropriatenessof identified recruiting
parties

3.6 Assent
Reviewof feasibility of obtaining assentvis
avis incompetence to consent; Review of
applicability of the assentagebracketsin
children: 0-under 7: No assent; 7-under 12;
Verbal Assent12-under15; Simplified
AssentForm 15-under18; Co-signinformed
consentform with parents

3.7 Risks
Reviewof level of risk and measuresto
mitigate these risks (including
physical ,psychological, social, economic),
including plans for adverse event
management; Reviewof justification for
allowable use of placebo asdetailed in the
Declaration of Helsinki (asapplicable)

3.8 Benefits
Reviewof potential direct benefit to
participants;the potential to yield
generalizable knowledge about the
participants’ condition/problem; non-
material compensationto participant
(health educationor other creative
benefits), where no clear, direct benefit
from the project will be receivedby the
participant

3.9 Incentives or compensation
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Reviewof amount and method of
compensations, financial incentives, or
reimbursement of study-related expenses

3.10 Collaborative study terms of
Reference

Reviewof terms of collaborative study
especiallyin caseof multi-country/multi-
institutional studies, including intellectual
property rights, publication rights,
information and responsibility sharing,
transparency, and capacity building

. Recommendation
DECISON. |:| Approval |:| Minor Revision
|:| Maijor Revision/ |:| Disapproved
Resubmission
Comments(Identify
items for revision)
Reviewer's Name Date

Signature
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INFORMED CONSENTEVALUATION FORM (FORM 9)

CGHVIC RERB Sponsor Protocol

Protocol No. No.

Protocol Title:

Principal Co

Investigators: investigator/s:
INFORMED CONSENTDOCUMENT YES | NO NA | REVIEWERCOMMENTS
REVIEW

1. Doesthe Informed Consent
document state that the proceduresare
primarily intended for research?

2. Are proceduresfor obtaining
Informed Consentappropriate?

3.Doesthe Informed Consent
document contain comprehensive and
relevant information?

4. Isthe information providedin the
protocol consistentwith those in the
consentform?

5. Isthe expected duration of the study
stated?

6. Isthe approximate number of
participants stated?

7. Are study related risks mentioned in
the consentform?

8. Isthe languagein the Informed
Consentdocument understandable?

9. Isthe Informed Consenttranslated
into the local language/dialect?
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10. Isthere adequate protection of
vulnerable participants?

11. Are the different types of consent
forms (assent, legally acceptable
representative) appropriate for the
types of study participants?

Should assent be required?
Clverbal assent(7—11 y/o)
Osimplified assent(12-14y/0)
Oco-sign (15—17y/0)

12. Isthere a description of any
reasonably forseeable risks or
discomfort to the subject?

13. Isthere a description of any benefits
to the subjector to others which may
reasonably be expectedfrom the
research?

14. Isthere a disclosure of appropriate
alternative procedures or coursesof
treatment, if any, might be
advantageousto the subject?

15. Are names and contact numbers
from the research team and the RERBIn
the informed consent?

16. Doesthe ICFmention privacy &
confidentiality protection?

17. Isthere any inducement for
participation?

18. Isthere provision for medical/
psychosocial support?

19. Isthere provision for treatment of
study-related injury?

20. Isthere provision for
compensation?

157



Review Boad (CG-IVCREIE) Version No. 6
: Date of Approval:
=l APPENDIXA 01 December 2019
Sample Forms Effective Date:
01 Jan2020
B. Recommendation
DECISON. |:| Approval |:| Minor Revision
|:| Maijor Revision/ |:| Disapproved
Resubmission
Comments
(Identify
items for
revision)
Reviewer's Name Date
Signature
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CHILD ASSENTFORM (FORM 10)

Thissample is intended to assist researcherson introducing the required elements of an assentform in a
way that is consideredsimple and easyfor a child to understand.

Study Title:
Investigator:
Sponsor:

We are doing a research study about (purposein simplelanguage). A research study is a way to learn
more about people with a certain condition. We are therefore inviting you to participate in the study. If
you decide that you want to be part of this study, you will be asked to (study description,including
estimate time involvedin participating).

There are somethings about this study you should know. Theseare (procedures,thingsthat take a long
time, other risks, discomforts, etc).

Not everyonewho takespart in this study will benefit. Abenefit meansthat something good happensto
the participant. We think these benefits might be (brief descriptiononwhat is known).

If you do not want to be in this researchstudy, we will tell you what other kinds of treatments that are
currently available for you. (This statement applies to research projects that offer treatment or
intervention.)

Whenwe are finished with this study, we will write a report about what waslearned. Thereport will not
include your name or that you were involved in the study.

Youdo not haveto be in this study if you do not want to. Your doctor will not be madat you. If you decide
to stop after we begin,that’s okaytoo. Your parents know about the study too.

You can askanything about the study that is not clear to you. If everything is clear to you and you decide
you want to be in this study, pleasewrite and signyour namebelow.

l, ,wantto be in this research study.

(Signyour name here) (Date)

(Parts in Hlalics shouldbe modified for your specificproject. Other parts may need to be modified as
well dependingon your researchmethods. It is very important that the languagebe appropriate to the
subject’s level of understanding; if the subject population includesa wide range of ages, it may be
necessaryto use more than one form. )
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REQUESTTO WAIVE WRITTEN AND VERBALINFORMED CONSENT(Form 11)

CGHVIC RERB Sponsor Protocol
Protocol No. No.

Protocol Title:

Principal Co-
Investigators: investigator/s:

| am requesting a waiver of written and verbal informed consent. | believe that this protocol is eligible
for waiver or alteration of all required elements of informed consent becausethe protocol meets all of
the following criteria:
1. Theriskto the subject’s privacy is minimal.
The investigator of this study will use the minimum amount of protected health information
necessaryto conduct the research. Thisstudy will only need charts of eligible subjects. There will
be no sensitive information (e.g. illegal drug use, sexual practices) to be collected. There is an
assurancewritten below that the protected health information will not be reusedor disclosedto
any other person or entity, except asrequired by law, for authorized oversight of the research
study, or for other researchfor which the useor disclosureof protected health information would
be permitted by the Privacy Rule.
2. Thisresearchcannot practicably be conductedwithout the useof the protected information.
3. Thisresearchcannot practicably be conductedwithout the waiver.
a. Thenumber of research subjects proposed.
b. Difficulty of obtaining individual authorization and time since last contact with the
research subjects.
RESEARCH ASSURANCES:
As a principal investigator of the research described above, | make the following assuranceto the
Institutional Ethics ReviewBoard regarding the use and disclosure of protected health information.
“The investigators and researchstaff who usedthe disclosed protected health information in connection
with this researchwill not reusethe protected health information or discloseto any other personor entity
other than those authorized to receiveit, except:
1. Asrequired by law,
2. Forauthorized oversight of the researchstudy, or
3. For other research which the use or disclosure of protected health information would be
permitted by the Privacy Rule”

Principal Investigator Date
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RESUBMITTED STUDY PROTOCOL(Form 12)

RERBProtocol No.

Date of Submission

Protocol Title:

Principal Investigator:

Contact No.

Date of Initial Submission:
[ PReview date:

[ B“Review date:

Initial ReviewDate:

Last Review Date:

Recommendationsfrom last review:

Were the recommendations met (Yes/No)?
Explainand highlight changesin the protocol
submitted (Indicate pagenumber where
changesare made, if applicable)

4.

5.

Recommendation
[_JApproved

[ Minor revision
[ IMajor revision
[ |Disapproved

Primary Reviewers:

Signature Date

Principal Investigator:

Date:
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WITHDRAWAL OF PROTOCOLSUBMISSION APPLICATION (FORM 13)

Date
Submitted:
CGHVIC RERB Sponsorprotocol No.
Protocol No:
Title:
Principal Sponsor
Investigator
ReasonFor Withdrawal of Protocol Submission
RECOMMENDEDACTION: Type of Review
ONo FurtherAction OFull Board
ORequest Information: (Specify) OExpedited
ORecommend Further Action: (Specify) Meeting Date:
PRIMARY REVIEWER:

Signature over name Date
RERBCHAIR:

Signature over name Date
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NOTIFICATION OF RERBDECISION (FORM 14)

To: (Name of PI)

Affiliation

Thisis to inform you of the RERBdecisionrelatedto your application for review of the following

documents:
CGHVIC RERB Sponsor
Protocol No. Protocol No.

Type of Submission OO Initial review of Documentssubmitted

O Resubmission
O Amendment

O Others

Principal Sponsor

Investigator/s

Title

Protocol Version No. Version
Date

ICFVersion No. Version
Date

Other Documents

Type of review []Expedited
RERBDecision [lApproved
[LIMajor revisionsrequired
[Others
Actions required from PI:
1.
2.

LIFull BoardMeeting

[IMinor revisionsrequired
[IMore information needed

RERBChair Person Name

Signature

Date
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APPROVAL LETTER(FORM 15)

Date

Thisis to certify that the following protocol and related documents have been granted approval
by the CGHMCRERBforimplementation

CGHVIC RERB Sponsor Protocol

Protocol No. No.

Principal Sponsor

Investigator

Title

Protocol Version Date

Version No.

ICFVersion Version Date

No.

Other

Documents

Type of 1 Expedited Duration of Frequencyof continuing

review O Full board Approval review
Meeting date: Fom_____ to

RERBChair Name Signature Date

Investigator Responsibilities after Approval:

+  Submit document amendments for RERBapprovalbefore implementing them

+  Submit on-site SAE/SUSARreportstosponsorwithin 24 hours after notification of event, and to

RERBwithin 7 days or asdata is completed

+  Submit progress report aspart of CGHMCRERBcontinuingreview processevery 6 months and

yearly for high-risk study, and yearly for low-risk study
+  Submitfinal report after completion of protocol proceduresat the study site
+  Reportprotocol deviation/violation on timely manner
«  Complywith all relevantinternational and national guidelinesand regulations
+ Abide by the principles of good clinical practice and ethical research

Received by:

Name and Signature:

Date Received:
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REVIEW EXEMPTION APPLICATION FORM (FORM 16)

Date
Submitted:

CGHVIC RERB Sponsor Protocol No
Protocol No:

Title:

Principal Sponsor
Investigator

Brief Description of the Project (Pleasegivea brief summary of the nature of the proposal.
Including objectives, rationale, participants’ description, and procedures/ methods to be

usedin the project.
Pleasealso fill up ResearchProtocol Application Form (Form 6)

State reasonswhy exemption from review is requested?

Oaudits of educationalpractices

Cresearch on microbesculturedin the laboratory

Oresearch onimmortalizedcelllines

Cresearch on cadaversor death certificates provided such researchrevealsno
identifying personaldata

OAnalysis of datafreely availablein publicdomain

OAny other

NAME OF PRINCIPAL INVESTIGATOR SIGN/ DATE
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CERTIFICATEOF EXEMPTION FROM REVIEW (FORM 17)

Date:

Thisis to certify that the following protocol and related documentshave been reviewed and is
hereby granted EXEMPTIONFROMREVIEWbythe Chinese General Hospital and Medical Center

CGHMCRERBforimplementation.

CGHVIC RERB Sponsor Protocol No.
Protocol No:
Title:
Principal Sponsor
Investigator

Protocol Version No Version

Date

Other Documents

RERBChair Signature Date

Received by:

Signatureover printed name/ Date
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SERIOUS ADVERSEEVENT REPORTFORM (FORM 18)

Whenever there is any SAEevent in any research approved by the CGHMCRERB,ithasto be reported by
the principal investigator (PI)to the RERB.Section1of this form should be filled up by the PI.

SECTION 1

Principal Investigator: (Name)

CGHMCRERBProtocol No.

Sponsor Protocol No.

Date Submitted Signature

Study Title:

Nameof the study medicine/device: Report Date:
O Initial O Follow-up
Onset Date:

Sponsor: Date of first useof drug/device:

Title of the Report

Subject's Number: Age: COMale O Female
Subject'shistory: Laboratory findings:
SAE Treatment Outcome:
0 Resolved
LJ On-going
Seriousness: Relationto
[IDeath UlLife Threatening [IDrug [IDevice Study
Hospitalization: [INot related
[IShort-stay LIProlonged [1Possibly
[IDisability/Incapacitated LIProbably
CICongenital Anomaly LDefinitely related
[JOthers [JUnknown
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Note: Plshould attach standard SAEreport form to this RERBform.

SECTIONZ2(to be filled up by the designated SAESubcommittee reviewer)

Document received by the | Signature Date
RERBSecretariat
Reviewer'sName/Signature: Date: (dd/mm/yyyy)
Changesto the protocol recommended? OYes ONo
Comments:
Changesto the informed consent form recommended? OYes ONo
Comments:
RERBFinalAction: Type of review:

[ JRequest anamendmentto the [ [Expedited review

protocol or the consentform.
[ JFull boardreview

[ JRequest further information.

[ JSuspend or terminate the study Dateof meeting

[ JTake note and no further action

[ |Others:
Name of RERBReviewer: | Signature Date (dd/mm/yyyy)
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PROTOCOLAMENDMENT REVIEW (FORM 19)

CGHMC RERBProtocol Sponsor Protocol No Date of Submission
No.
PROTOCOLTITLE
Principal Investigator Sponsor Contact Number
List of Amendments Reasons
1.
2.
3.
4.
5.
6.
7.
Comments of Primary Reviewers Type of Review
UJFull Board
L1Expedite
Date of Meeting:
RERBDecision Name/Signature of Chair Date
[JUphold approval
[LINeed further
information
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PROGRESSREPORT(FORM 20)

CGHMCRERBProtocol No.

Sponsor Protocol No.

Protocol Title

Investigator: (Name and Signature)

Approval Date: (dd/mm/yyyy)

Annual Progress Report:
(Pleaseindicate inclusive period):
Total number of screenedsubjects:

Total number of withdrawn patients:
Total number of SAEs:

Total numberof lost to follow up:
Total number of completed subjects:

Total number of randomized subjects:

Submitted by:

Date Submitted: (dd/mm/yyyy)

To be filed up by RERB

Date Received:

Receivedby: (Printed Name/Signature)

Primary Reviewers/Signature:

Date

Recommendations
O Approved
[0 Requestfurther information
O Suspendor terminate the study
O Others:

Type of review:
O Expedited review
O Full board review

Date of meeting:

RERBFinal Decision:

Certified by:
Name of CGHMCRERB
Chair

Signature

Date
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CONTINUING REVIEW APPLICATION FORM (FORM 21)

CGHMCRERBProtocol No. Sponsor Protocol No.

Protocol Title

Investigator Approval Date: (dd/mm/yyyy)

ACTION REQUESTED:
ORenew —Newparticipantaccrualto continue
ORenew —Enrolledparticipantfollowup only

OTerminate —Protocoldiscontinued

Any amendment since last review? UYes LONo

(Discussbriefly)

Any changein participant population recruitment or selection criteria sincethe last
review? (Explain the changesif any) UYes LINo

Any changein the Informed Consentprocessor documentation since the last review?
(Pleaseexplain, if yes.) LlYes LINo
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Is there any new information in recent literature or similar researchthat may changethe
risk/ benefit ratio for participants in this study? (Discuss and attach a narrative.)
IYes [INo

Any unexpected complication or side effect noted since the last review? (Discussandattach
anarrative.) Yes [(INo

Did any participant withdraw from this study since the last approval? (Reasons for
withdrawal) LlYes LINo

Any new investigator that hasbeen addedto or removed from the researchteam sincethe
last review? (Pleaseidentify them and submit the CVsof new investigators.)
LYes LINo

Are there any new collaborating sites that havebeen added or deleted sincethe last review?
Pleaseidentify the sites and note the addition or deletion.

Summaryof protocol participants:

[JReached the target number of participants approved by CGHMCRERB
[INew participantsrecruited/enrolled sincelast review

[Total participants screenedsinceprotocol began

[Total participants enrolled and ongoingsincethe last review

[Total number of SAEssincethe last review
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[Total number of participantswithdrawn or terminated

ACCRUAL EXCLUSIONS
LONone
OMale
LOFemale

[(1Others  (Specify)

Impaired participants
[INone
LPhysically
Cognitively
[0Both

To be filed up by RERB

Date Received:

Receivedby: (Printed Name/Signature)

Primary Reviewers/Signature:

Date:

Recommendations
O Approved
0 Requestamendment to the protocol or the consent
form
U Requestfurther information
[0 Suspendor terminate the study
O Others:

Type of review:
O Expedited review
U Full board review

Date of meeting:

RERBFinal Decision:

Certified by:
Name of CGHMCRERB
Chair

Signature

Date
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REMINDER LETTERFORCONTINUING REVIEW (FORM 22)

Date

Principal Investigator
Affiliation

RE: PROTOCOLCODE/ PROTOCOLTITLE

DearDr. ,

We wish to remind you that the RERBapprovalfor the study protocol <Study Protocol Title> with <RERB
Code>will expire on <expiration date of approval >. Basedon the records of the CGHMCRERB,therehad
been no communication regarding the progress of this study, which is still in our active file. If the study
had beenconcludedor terminated, kindly fill out afinal report form; or if still ongoing,a continuing review
form.

Kindly submit the relevant report/form within thirty (30) daysof receivingthis letter. If no submissionis
received within the indicated grace period, the committee will be constrained to implement standard
proceduresfor non-compliancewith reportorial requirements. Thismay result in a recommendation for
withdrawal of ethical clearance;and the study file subsequentlyinactivated and archived.

Shouldyou have any questions or clarifications regarding the abovementioned recommendations, please
contact the undersigned through the CGHMCRERBSecretariatat (02) 711-4141 local 418.

The CGHMCRERBIooksforward to your immediate response and action.
Thank you.

Very truly yours,

<NAME OF CHAIR>Chai, CGHMCRERB
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FINAL REPORT(FORM 23)

CGHMCRERBProtocol No.

Approval Date: (dd/mm/yyyy)

Protocol Title

Principal Investigator

Contact Number

Signature of Principal Investigator

Date Submitted

Total number of participants

No. of Study Arms

Study materials
[IDrug [IDevice

[IBiologic specimen [Others

Treatment arm

Comparator arm

Study dose(s)of treatment arm

Study dose(s) of comparator arm

Duration of the study

Objectives

Results: (Useextra blank paper, if more spaceis needed)

RECOMMENDED ACTION: Type of Review
OUphold Original Approvalwith No Further Action OFull Board
ORequest Information: (Specify) OExpedited
CORecommend Further Action: (Specify) Meeting Date:
PRIMARYREVIEWER:

Signature over name Date
RERBCHAIR:

Signature over name Date

171




Sample Forms

CGHVIC RERBSOP

Review Board (CGHVICRERB) Version No. 6
: Date of Approval:
=l APPENDIXA 01 December 2019

Effective Date:
01 Jan2020

DEVIATION / NON-COMPLIANCE/ VIOLATION REPORT(FORM24)

CGHMCRERBProtocol No.

Sponsor Protocol No.

Date of Submission:

(dd/mm/yyyy)
Study Title:
Investigator Contact Detail/s:
Sponsor
Reported by: Rolein study:
Reasonfor report: LIPI  deviationfromprotocol
U Participant Non-compliant
LIMajor LMinor
Description:
Corrective Actions taken by Pl/study team
Preventive Actions taken by PI/ study team
RECOMMENDEDACTION: Type of Review
OONo FurtherAction OFull Board
ORequest Information: (Specify) OExpedited
ORecommend Further Action: (Specify) Meeting Date:
PRIMARYREVIEWER:
Signature over name Date
RERBCHAIR:
Signature over name Date
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REQUEST/AQUERY RECORD(Form 25)
Date Received by CGHMCRERB: Received by:
(dd/mm/yyyy)
Requestfrom:

O Telephone call number
O Faxnumber

O Mailedletter/ Date
O E-mail/ Date

O Walk-in/ Date/ Time
O Others: specify:

Requesting Party:

Relationshipto Participant:

Participant's Name

Contact Address:

Title of the Study Participated

Starting date of Participation

What are requested?

Action Taken:

Outcome:
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SITE VISIT REPORT(FORM 26)
CGHMCRERBProtocol No. Date of the Visit: (dd/mm/yyyy)
Study Title:
Principal Phone:
Investigator:
Department: Address:
Sponsor: Address:
Total number of targeted subjects: Total subjectsenrolled:
Are site facilities appropriate? Comment:
OYes CONo
Are Informed Consent Forms Recent? Comment:
OYes CONo
Any adverse events found? Comment:
OYes ONo
Any protocol non-compliance/ violation? | Comment:
OYes ONo
Are all caserecord forms up to date? Comment:
1 Yes ONo
Are storage of data and investigating Comment:
products locked?
OYes CONo
How well are participants protected? Comment:
OGood OFair
CONot good
Any outstanding tasksor results of visit? | Give details:
O Yes CNo
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Other comments:
Duration of visit: (hours) Starting from: Finished at:
Names of CGHMCRERBSIte Visit Team
Completed by: Date:
RECOMMENDED ACTION:
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STUDYTERMINATION (FORM 27)
CGHMCRERBProtocol No. Sponsor Protocol No.
Protocol Title:
Principal Investigator:
Date of Submission Contact No/ E-mail
Department: Sponsor
RERBApproval Date: Date of Last Progress Report:
No. of Participants Screened: No. of Participants Enrolled:
Reasonfor Termination
Summaryof results
Accrual Data:
Planfor Follow-up for Enrolled participants
P.I. Signature Date
RECOMMENDEDACTION: Type of Review
OONo FurtherAction OFull Board
ORequest Information: (Specify) OExpedited
OORecommend Further Action: (Specify) Meeting Date:
PRIMARYREVIEWER:
Signature over name Date
RERBCHAIR:
Signature over name Date
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ACTION LETTERTOCONTINUING REVIEW APPLICATION / FINAL REPORT/ STUDY PROTOCOLNON-
COMPLIANCE REPORT/ SAEREPORT/ EARLYSTUDY TERMINATION REPORT/ SITE VISIT

(FORM 28)

Date:
Principal Investigator

Affiliation

CGHMCRERBProtocol No:  Sponsor Protocol No.
Protocol Title

Dear <TITLE OF Pb><SURNAME>:

We wish to inform you that the Chinese General Hospital and Medical Center Research Ethics Review
Board (CGHMCRERB)acknowledged receipt of <Continuing Review Application/Final Report / Study
Protocol Non-Compliance Report / SAEReport/ Site Visit Report>dated <date of document>.

Upon review of < Continuing Review Application Form / Final Report Form / Study Protocol Non-
Compliance Report Form/ Serious Adverse Event Report Form/ Site Visit Report Form >and <submitted
document/s>, RERBactionis

<REQUESTINFORMATION/RECOMMENDATION FORFURTHERACTION>.
Recommendedrevisions and/or clarifications are summarizedbelow:

Shouldyou have any questions or clarifications regarding the above-mentioned recommendations, please
contact the undersigned through the CGHMCRERBSecretariatat (02) 711-4141 local 418.

The CGHMCRERBIooksforward to your immediate response and action.

Very truly yours,

<NAME OF CHAIR>
Chair, Research Ethics Review Board
CGHMC
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AGENDA OF THE MEETING (FORM 29)

NOTICE OF MEETING

To : CGHMCResearchEthics Review Board Members:
(Name of RERBMember1) (Name of RERBMember 2)
(Name of RERBMember 3) (Name of RERBMember 4)
(Name of RERBMember 5) (Name of RERBMember 6)

Date of Meeting:
Time of Meeting:
Venue of Meeting:

AGENDA:
1. CALLTO ORDER
2. DETERMINATION OF QUORUM
3. DISCLOSUREOF CONFLICT OF INTEREST
4. READING AND APPROVAL OF THE MINUTES OF THE LAST MEETING
5. BUSINESSARISING FROM THE MINUTES OF THE PREVIOUSMEETING
6. PROTOCOLREVIEW
1.1.  New Protocols for review
1.2.  Resubmitted Protocolsfor Modifications
1.3.  Protocol for Clarificatory Interview
1.4. Protocol Amendments
1.5.  Continuing Review/Progress Report
1.6. Final Reports
1.7.  Protocol Deviations
1.8.  Early Study Termination
1.9.  Site Visit Reports
1.10. SAE/AEReports
1.11.  Queriesor Complaints

7. REPORT OF PROTOCOL SUBMISSIONS FOR EXPEDITED REVIEW AND FULL BOARD PROTOCOLS

WITH MODIFICATION EXPEDITEDAT THE LEVELOF THE CHAIR
8. OTHERMATTERS
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9. ADJOURNMENT

Prepared by:
(Name of CGHMCRERBMember-Secretary)

Approved by:

(Chair, CGHMCResearchEthics Review Board)
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MINUTES OF THEMEETING (FORM 30)

(Date)
(Venue)
(Time)

1. ATTENDANCE
Present: Absent:

CALLTO ORDER

DETERMINATION OF QUORUM

DISCLOSUREOF CONFLICT OF INTEREST (COl)

READING AND APPROVAL OF THE MINUTESOF THE LASTMEETING
BUSINESSARISING FROM THE MINUTES OF THE LASTMEETING
Matters requiing CGHMCRERBaction

7. STUDYPROTOCOLREVEW

7.1. New Protocols for Initial Review

o0k WD

Protocol Code

Protocol SubmissionDate

Protocol Title

Principal Investigator

Primary reviewers

Technical Review

Sponsor/ CRO

Quorum Status

Conflict of interest
Assessmentof Ethical Issues

Privacyand Confidentiality of data

Protection Plan

Vulnerability

Risks

Benefits

ICFprocess and recruitment

ICFincluding translation
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Recommendations
Decision

Approval/ expiration date
Frequencyof continuing review (in caseof approval)

7.2 RESUBMITTED PROTOCOLSFORMODIFICATIONS

7.21.

Protocol

code

Protocol

SubmissionDate

Protocol Title

Principal Investigator

Primary

Reviewers

Technical Review

Sponsor/ CRO

Quorum

status

Conflict of interest

Assessment of Pl response to
initial review

Recommendations

Decision

Approval expiration date

Frequency of continuing review
(in caseof approval)

Protocol

Code

7.3 PROTOCOLAMENDMENTS

7.31.

Protocol Code

Protocol Approval Date

Date

Amendment Submission

Protocol Title

Principal

Investigator
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Primary Reviewers
Technical Review
Sponsor/CRO
Quorum status
Conflict of Interest:
Assessment of
amendment requested
Recommendations
Decision (Approval, Major Modification, Minor Modification,
Disapproval)

74 PROGRESSREPORT/CONTINUING REVIEW

7.5

7.4.1.

Protocol Code

Protocol Approval Date

Application Date

Protocol Title

Principal Investigator

Primary Reviewers

Technical Review

Sponsor/CRO

Quorum status

Conflict of Interest

Assessment of  progress

reported
Recommendations
Decision (Approved,Major Modification, Minor Modification,
Disapproved)
ANAL REPORT
7.5.1.

Protocol Code

Protocol Approval Date

Report Date
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Protocol Title

Principal Investigator

Primary Reviewers

Technical Review

Sponsor/CRO

Quorum status

Conflict of Interest

Assessmentof final report

Recommendations

Decision

7.6 PROTOCOLDEVIATIONS
7.6.1.

Protocol Code

Protocol Approval Date

Application Date

Protocol Title

Principal Investigator

Primary Reviewers

Technical Review

Sponsor/CRO

Quorum status

Conflict of Interest

Assessment of deviation
report

Recommendations

Decision

77. EARLYSTUDYTERMINATION
7.7.1.

Protocol Code

Protocol Approval Date

Application Date

Protocol Title
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Principal Investigator

Primary Reviewers

Technical Review

Sponsor/CRO

Quorum status

Conflict of Interest

Assessment of risks from
early termination

Recommendations

Decision

7.8. SITEVISIT REPORTS

79.

7.8.1.

Protocol Code

Protocol Approval Date

Site Visit Date

Protocol Title

Principal Investigator

Type of Review

Primary Reviewers

Technical Review

Sponsor/CRO

Quorum status

Conflict of Interest

Assessment of Site Visit
report

Recommendations

Decision (Uphold original approval with no further action,
Requestinformation, Recommendfurther action)

SAE/AEReports
7.9.1.

Protocol Code

Protocol Approval Date
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Report Date

Protocol Title

Principal Investigator

Primary Reviewers

Technical Review

Sponsor/CRO

Quorum status

Conflict of Interest

Assessment of SAEs
reported

SAE

Submission Date

Date of SAE

Date of randomization

Age

Sex

Country

Nature of AE

Co-morbidities

Status

Recommendations

Decision

7.10. QUERIESOR COMPLAINTS
7.10.1.

Protocol Code

Protocol Approval Date

Application Date

Protocol Title

Principal Investigator

Primary Reviewers

Technical Review

Sponsor/CRO

Quorum status
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Conflict of Interest

Assessment of query or
complaint

Recommendations

Decision

APPENDICES

8. REPORTOF RESULTSOF EXPEDITED REVIEW
81. NEW PROTOCOLS(MINOR RISKS)

Protocol Code

Protocol SubmissionDate

Protocol Title

Principal Investigator

Primary Reviewers

Technical Review

Sponsor/ CRO

Decision

(Approval, Major Modification, Minor
Disapproval)

Modification,

82. PROTOCOLSFORMINOR REVISION

Protocol Code

Protocol SubmissionDate

Protocol Title

Principal Investigator

Primary Reviewers

Technical Review

Sponsor/ CRO

Decision

(Approval, Major Modification, Minor
Disapproval)

Modification,

8.3. PROTOCOLAMENDMENTS

Protocol Code

Protocol Approval Date
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Date of Amendment
Submission
Protocol Title
Principal Investigator
Primary Reviewers
Technical Review
Sponsor/ CRO
Decision (Approval, Major Modification, Minor Modification,
Disapproval)

9. OTHERMATTERS

10. ADJOURNMENT
Prepared by: Approved by:

Signature over Name Signature over Name

CGHMVIC RERBSECRETARIAT CGHMC RERBChair

Date: Date:
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CONFIDENTIALITY AGREEMENTFORM FOR
NONMEMBERS REQUESTING TO ACCESS
CGHMC RERBDOCUMENTS

FORM 31

I, (Name, Surname)asa non-member of the Chinese General Hospital and Medical Center Research
Ethics Review Board, understand that the documents | am given accessto by the CGHMCResearch
Ethics ReviewBoard are confidential. | shall use the information only for the purpose indicated in
this form and shall not duplicate, give or distribute these documents to any person(s) without

permission from the CGHMCResearchEthicsReview Board. Upon signing this form, | agree to take

reasonablemeasuresand full responsibility to keep the information asConfidential.

Requested document

Reasonfor request

Number of copies

requested

RECIPIENT Signature

Date: <dd/mm/yyy> Name <Title, Name, Surname>
RERBMEVBER - SECRETARY Signature

Date: <dd/mm/yyy> Name <Title, Name, Surname>
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PATIENT INFORMATION SHEETAND ICF (ENGLISH TEMPLATE)
(FORM 32 A)

PATIENT INFORMATION AND INFORMED CONSENTFORM

TITLE OF STUDY

SPONSOR : _(if applicable)
NAME OF PRINCIPALINVESTIGATOR:

IMPORTANT: PLEASEREADTHE ENTIRE DOCUMENT. DELETEALL TEXTSIN REDBEFORESUBMITTING TO
THE RERBFORREVIEW.

This template serves as a guide and may be modified according to your research requirements. This
documentis for a prospective participant who may not be familiar with scientific/medical termstherefore
it is suggested not to use them, if possible, in this document. Use a language that is simple and
understandable. Useat leasta 12pt font for the entire document.

1. Introduction
Briefly state that you are inviting them to participate in the researchyou are doing.

| am doing a study about (Describewhat the study is about ). | would like to invite you to join this study
becauseyou (Explainwhy they are being considered/chosento participate in the study).

Before you cantake part in this study, it is important that you understand what the study involves. Please
take time to read the following information carefully and askany questionsthat you might have.

2. Purposeof the Study

Explainwhy you are doing the researchin lay terms. Thelanguageused must clarify rather than
confuse. Do not usetechnical terms. If you must, then provide an explanation of the technical term in a
simple language can be easily comprehended. Use local and simplified terms.

The purpose of this study is to

189



ChineseGeneral Hospital and Medical Center ResearchEthics | oGH\IC RERBSOP
Review Board (CGHVICRERB) Version No. 6
: Date of Approval:
El APPENDIXA 01 December 2019
Sample Forms Effective Date:
01 Jan2020

3. Approximate Number of Participants and the ExpectedDuration of Your Participation in the Study

The study will take place at Chinese General Hospital and Medical Center (if outside state the place).
About (write in numbers not in words) or more participants will be enrolled to participate in the study.
Participants must meet all the qualifications to be included. If you are enrolled, the duration of your
participation is (Include a statement about the time commitments of the researchfor the participant
including both the duration of the researchand follow-up, if relevant.).

4. Procedures(Typeof Researchintervention)

Briefly state the type of intervention/ procedurethat will be undertaken. (e.g.researchinvolvesinterview,
a questionnaire or collection of data/ medical records) Describeresearch procedures step by step in the
simplest way understandableto alay person. Avoid usingscientific/medical terms. If not possible,define
or describesuchterms sothat the participant may understand. It may be helpful to the participant if you
use drawings or props to better illustrate the procedures. Do not copy paste study maneuver of the
protocol.

During your stay someinformation collected about you in the course of standard care provided to you
by the medical staff may be usedfor this study. Thisinformation includesyour medical history,
laboratory tests, medications and other chart information. You will be askedto answer a set of
questionsthat would inquire on your medical condition which would last approximately _ mins. Data
/information collected is primarily for researchpurposes.(for observational studies).

Alsoinclude follow-up intervals (if relevant)

You will be askedto fill out a survey/ questionnaire which will be provided by your study doctor. Thiswill
approximately last for mins. You may answerit by yourself or it canbe read to you (if
applicable)

(for questionnaire/surveys)
5. Benefits

Describe the benefits the PARTICIPANTmaygain by joining the study and not those to which they are
entitled regardlessof participation. Youmayinclude benefits to the individual, benefits to the community
in which the individual lives, and benefits to society asa whole as a result of finding an answer to the
researchquestion. If there is no direct benefit, you may say so, but there should at least be a benefit to
the society.
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Therewill be no additional direct medicalbenefit to you from taking part in this study. However, with your
participation, you will be able to contribute to a better knowledge in the managementof in
the Philippines. (or the information learned from this study can be usedin the future to benefit other
people with )

6. Risk

Describethe risk/s or discomfort the study may bring to the participant, what will be done to minimize it.
Provide enoughinformation about the risks sothat the participant can make an informed decision.

This study is only observational and does not involve drugs, laboratory, medical or surgical procedures
outside of the treatment that you are receiving from your attending physician. As such, there will be no
additional direct risk to you from your participation much asthe sameway if you do not participate. for
observational studies

7. Compensationlfthere is no compensation, the standard line is
You will not be paid for joining this study.
8. Voluntary Participation/ Withdrawal from the Study

Your participation in this study is entirely voluntary. It is up to you to decidewhether to take part or not.
If you choosenot to participate in this study, you are free to refuse and it will not interfere with your
future care. If youjoin the study andchangeyour mind later, you maywithdraw from the study at anytime
in the future by informing the study doctor, there will be no penalty or lossof benefits to which you are
otherwise entitled, and your future medical care will not be affected.

9. Permissionfor Review of Records, Confidentiality and Accessto Records

Your study doctor will collect information. Thisinformation, called data, will be entered without your
name, on a data collection form. In all of these data collection forms, a code will replace your name. All
the data collected will be kept confidential and will be usedonly as permitted by this consentform or as
required by law.

10. Questions/Information

+ If you or your representative(s) have any questions regarding the study (or in caseof study
related injuries, if study involves any form of intervention or procedures), you should contact your study
doctor: Study Doctor’s name in BOLDletters , Phone number:

+ If you or your representative(s) have any questions/ concerns regarding your rights as a
research subject, you should contact Dr. BerniceT. Ong-DelaCruz, Chair of the Research Ethics Review
Board (RERB)ofChineseGeneral Hospital and Medical Center, Manila, Philippines, Tel: 711-4141 10c. 418.
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11. ConsentSignatures

Pleaseremove “side effects” and “research medication” if there is no researchmedication to be given as
part of the study.

Pleaseread this section carefully and if in agreement pleasesign and date at the bottom of the page.

| havehad sufficient time to considerthe information provided andto askfor adviceif necessary

I have had the opportunity to ask questions and have received satisfactory responsesto my
questions.

| havebeen provided the details of the known or foreseeableside effects andrisks of the research
medication and study proceduresthat | mayreceive.

| understand that | am free to acceptor refuse my participation at any time without giving a
reason. My decision to accept or refuse my participation will have no effect on my continuing
treatment. | understandthat | amfree to discontinue my participation at anytime without giving
a reason. My decision to discontinue my participation will have no effect on my continuing
treatment. | will keepall my rights to treatment and alternative therapy.

| agreethat the data collected for the study will be usedfor the purpose describedabove.

| understandthat I’'m not waiving any of my legal rights asa result of signingthis consentform.

| haveread and understood this patient information and Informed ConsentFormandthat | freely
give my consentto participate in this study.

«| will receive a signedand dated copy of this Informed ConsentForm.

12) | FREELYACCEPTTOPARTICIPATE IN THIS STUDY
Signand date at the sametime, all party:

Printed Name of Participant

Date (to be entered by participant)
Signature
Printed Name of Study Personnel

Obtaining Consent
Date

Signature
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Distribution: original for study doctor, copy to (nameofparticipant)

For emergency situations where consent of the participant cannot be obtained the following signature
line must be signed:

Printed Name of Participant’s Legally Authorized
Representative

Date (to be entered by participant's Legally
Authorized Representative)

Signature

Relationship to Participant

If the participant’s legally authorized representative cannot read, the following signature line should be
signed:

Printed Name of Witnhess

Date (to be entered by the witness)

Signature

At any given time an incapacitated adult (e.g. intubated patients, unconscious patients, or patients in
emergencysituations, or patients with impairment in decisionmaking) may explicitly refuse to participate
in or request to be withdrawn from the study. The Investigator must respect the request. Wherever
possible, the patient will be informed as soon as possible and his/her consent will be requested for the
continuation of participation to the study.
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PATIENT INFORMATION SHEETAND ICF (TAGALOG TEMPLATE)
(FORM 32B)

PAMAGAT NG PAG-AARAL :
SPONSOR : _(if applicable)
PANGALANNG DOKTORNG PANANALIKSIK:

TALAAN AT PAHINTULOT PARA SAMGA KALAHOK(PASYENTE)

1. Pakikilahok

Ako ay gumagawang pag-aaral tungkol sa Iniimbitahan/ inaanyayahan kayo na
sumali sa pag-aaral na ito dahil ikaw ay

Bagoka makilahok sa pag-aaral na ito, mahalagangmabasaat maintindhan mo kung ano angnakapaloob
sapag-aaral naito. Isinasaadsa kasulatang ito ang lahat ng impormasyong malalaman ninyo tungkol sa
pag-aaral. Mangyaring basahin nang mabuti ang impormasyon at magtanong ka ng anumang nais mong
itanong.

2. Layunin ng Pag-aaral

Ang layunin ng pag-aaral na ito ay

3. Humigit-Kumulang na Bilang ng mga Kalahok at Inaasahang Tagal ng lyong Pakikilahok sa Pag-aaral

Ang pag-aaral ay isasagawa sa Chinese General Hospital and Medical Center. Humigit kumulang
ang isasali sa pag-aaral. Para makasali, dapat matugunan ng kalahok ang lahat ng
kwalipikasyon. Kapagikaw ay napabilang sa mga kalahok, ang iyong pagsali ay inaasahang tatagal ng

4. Mga Pamamaraan ng Pag-aaral

Anginyong doctor ng pananaliksik ay mangongolekta ngimpormasyon sapamamagitan ng pakikipanayam
at/o pagsusuri ng medical tsart ng inyong personal datos, medical na kasaysayan,ang mga gamot na
binibigay sainyo at ang pamamaraanng pag-aalalagasainyo. (if applicable)
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Ang pagsusuri ng inyong kalusugan ay susubaybayanpagkatapos ng 1 buwan, 3 buwan, 6 na buwan, at 1
taon ng “research doctor” o “research assistant” sa pamamagitan ng anumang sumusunod na
pamamaraan: pakikipanayam satelepono, sulat o koreo, o personal na pagbisita sainyong paninirahan o
saospital sakaling kayo ay madala sahospital. (asapplicable)

5. Mga Benepisyo

Walang direktang benepisyo kayong makukuha sa paglahok sa pag-aaral na ito, ngunit ang inyong
paglahok ay maaaring magbigay ng mas sapat na kaalaman sa pag-gagamot ng saating bansa.

6. Mga Panganib

Ang pag-aaral na ito ay isang obserbasyon lamang na pag-aaral. Ang pananaliksik na ito ay walang
kasangkot na karagdagang gamot, laboratoryo, o operasyon na bukod sa tamang pangangalaga na
ibinibigay ng inyong “attaneding physician” sakondisyon ninyo. Walang karagdagangdirektong panganib
na maidudulot sa inyo ng paglahok sa pag-aaral na ito na higit sa maaaring maransan ng mga hindi
lumahok.

7. Kabayaran
Kayoay hindi babayaran sapagsali sapag-aaral na ito.
8. Kusang-loobna Pakikilahok / Pag-alis mula saPag-aaral

Kusang-loob ang pakikilahok mo sa pag-aaral na ito. Nasaiyo ang desisyon kung makikilahok ka o hindi.

Kung ayaw mong lumahok sa pag-aaral, ikaw ay maaring tumanggi at hindi nito maaapektuhan ang
pangangalagasaiyo. Kungsumali ka sapag-aaral at nagbago ang isip mo, maari kang umalis sa pag-aaral
sa pamamagitan ng pagsasabisa doktor ng pag-aaral at hindi nito maapektuhan ang pangangalaga sa
kalusugan mo.

9. Permiso sa Pagrepasong mgaTalaan, Paglilihim at Pagkuhasamga Talaan

Kukuha ang inyong doktor ng pag-aaral ng mga impormasyon. Ang impormasyong ito na tinatawag na
datos ay ipapasok sa isang data collection form nang wala ang iyong pangalan. Papalitan ng code ang
inyong pangalansalahat ng mgadata collection forms. Lahat ng mgadatos na nakolekta ay papanatilihing
lihim at gagamitin lamang hanggangsaipinahihintulot ng kasulatangito.

10. Mga Katanungan/impormasyon

+ Kungikaw o ang iyong kinatawan/mga kinatawan ay mayroong anumang katanungan tungkol
sa pag-aaral, ang iyong kakausapin ay si Study Doctor’s name in BOLD letters, phone number:
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Kungikaw o ang iyong kinatawan/mga kinatawan ay may katanungan tungkol saiyong mga
karapatan bilang pasyente kaugnay sapag-aaral, ang iyong kakausapin ay si Dr. BerniceOng-
Dela Cruz, Chair ng Research Ethics Review Board ng Chinese General Hospital and Medical

Center, Manila Tel: 711-4141 loc. 418.

11. Mga Pirma ng Pagsang-ayon

Basahinnang mabuti ang bahagingito at kung sumasang-ayonka ay mangyaring pirmahan at isulat ang
petsa sahuling bahagi ng kasulatangito.

«Ibinigay saakin angmgadetalye ng mgamaaaring di mabuting epekto at mga panganib ng gamot
ng pananaliksik at mga pamamaraan ng pag-aaral na maaari kong matanggap.

*Nauunawaan ko na kusang-loob ang aking pagsang-ayono pagtanggi sa pakikilahok saanumang
oras nang walang ibinibigay na kadahilanan. Ang desisyon ko sa pagsang-ayon o pagtanggi sa
pakikilahok ay walang epekio sa patuloy na paggagamot sa akin. Nauunawaan ko na may
karapatan akongihinto ang aking pakikilahok anumang oras nang walang ibibigay na kadahilanan
. Ang desisyon kong huminto sa aking pakikilahok ay walang magiging epekto sa patuloy kong
paggagamot. Mananatili ang aking mga karapatan sa ibang paggagamot at mapagpipiliang
paggagamot.

*Sumasang-ayon ako na ang mgaimpormasyon na makukuha para sapag-aaralnaito ay gagamitin
para salayunin na inilarawan saitaas.

*Hindi mawawala ang anumang karapatan na mayroon ako sailalim ng batas sa pagpirma ko sa
form naito.

*Nabasa ko at nauunawaan ang impormasyong iniharap sa Ipinaalam na Kasulatan ng Pahintulot
naito. Binigyan ako ng pagkakataon na makapagtanongtungkol dito at pawangnasagotlahat ang
aking mga katanungan.

«Ako aymakakatanggapngkopyang pirmado at may petsa na Informed ConsentForm/Pahintulot.

12 KUSANGH.OOBNA TINATANGGAP KO ANG PAKIKILAHOK SAPAG-AARALNA ITO

Pirmahan ng sabay-sabay, (halimbawa parehong petsa), nang lahat ng kalahok.

Isinatitik na Pangalanng Kalahok/ Pasyente

Petsa (Isusulat ng Kalahok)
Lagda

196



ChineseGeneral Hospital and Medical Center ResearchEthics | oGH\IC RERBSOP
Review Board (CGHVICRERB) Version No. 6
: Date of Approval:
El APPENDIXA 01 December 2019
Sample Forms Effective Date:
01 Jan2020

Isinatitik na Pangalanng Kawani ngPag-aaral
na humihingi ng Pahintulot
Petsa

Lagda

Pamamahagi:ang orihinal para sadoktor ng pag-aaral, kopya para sa (Kalahok/ Pasyente)

Parasamga pangyayaring pangmadalian (‘emergency’), kapagdi makuha ang pahintulot ng kalahok na
pasyente ay nararapat idagdag ang sumusunod na linya ng pirma

Isinatitik na Pangalan ngLegalna

Kinatawan ng Kalahok/ Pasyente
Kaugnayan sa Pasyente

Petsa (Isusulat ng Legal na Kinatawan)

Lagda

Kapag ang legal na kinatawan ng kalahok/pasyente ay hindi nakakabasa, nararapat idagdag ang
sumusunod na linya ng pirma:

Isinatitik na Pangalanng Saksi

Petsa (Isusulat ng Saksi)

Lagda
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Confidentiality Agreement Formfor Guest Attendees to RERBMeetings
(FORM 33)

l, ,understandthat | amallowed to attend the RERBmeeting
asaguestor an observer. In the course of this meeting, some confidential information may be disclosed
or discussed.Upon signingthis form, | agree to take the necessarymeasuresto keep the information as
confidential, and to be held responsibleif any leak occurred within the sphere of my discretion.

Indicate the details (date and number) of the RERBMeeting(s)attended:

Signature of the Guestor Observer Date:
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Protocol No. | Department
Protocol Title:
Principal Investigator Contact No.
Date Particulars IN ouTt REMARKS Received
FA | FY by
INITIAL

Legend:FA— For approval
FYI-For information
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